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DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claim 5, the term "like" renders the claim indefinite because the 
claim includes elements not actually disclosed (those encompassed by "like"), 
thereby rendering the scope of the claim unascertainable. The Specification 
does not provide a standard for ascertaining the requisite degree, and one of 
ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. The claim is indefinite as to the solvent used for washing and filtering. 
See MPEP§ 21 73.05(d). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 
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Claims 1-25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Harada et al (U.S. Patent 4,076,700) taken with Harada et al (U.S. Patent 
3,877,537), Malik et al (CS 256092, English translation) and Eastman Kodak (GB 
895, 145). 

The reference to Harada et al teaches the isolation of a crystalline 
phytosterol derived from tall oil by a) converting steryl esters to free phytosterol, 
b) distilling the pitch to remove water and the lighter phase, c) distilling the 
bottom fraction to obtain a fraction containing free phytosterol, d) dissolving the 
free phytosterol-containing fraction in isopropanol and water, and e) 
recrystallizing the phytosterol. Note column 1 1 (line 45) to column 12 (line 12) 
and column 17 (line 65) to column 18 (line 10) for these teachings. It is well- 
known in the art that a recrystallization step includes a washing of the crystalline 
product. The reference fails to teach specifically that the starting material may 
comprise tall oil pitch, or neutralization of the saponified pitch before distillation, 
or the necessary conditions for the distillation and saponification steps. 

Harada et al ('537) teach that a free phytosterol-containing fraction may be 
obtained similarly from tall oil pitch. Specifically, tall oil pitch is treated with 
aqueous sodium hydroxide (8% by weight of the tall oil pitch) at 180°C for 50 
minutes. Subsequently the lighter end is removed and the phytosterol-containing 
fraction is obtained through distillation. Note column 5 (line 45) to column 6 (line 
6) it is well known in the art that the lack of the acidulation of the saponified pitch 
renders most of the fatty acids contained therein non-distillable. Note column 12 
(lines 13-30). The fatty acids become distillable after an acidulation step, and 
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therefore the phytosterol-containing fraction would have less fatty acid. The 
reference to Eastman Kodak teaches that phytosterol may be crystallized from a 
mixture of phytosterol and fatty acid. Note page 2 (lines 95-103) and page 3, 
example 1 . The reference to Malik et al teaches that distillation may be used to 
purify phytosterol from saponified tall oil pitch that has been acidified before the 
distillation. Note the second paragraph at page 1 of the English translation. 

Therefore, it would have been prima facie obvious to an artisan having an 
ordinary skill in the art, at the time the invention was made, to modify the method 
of Harada et al (700) using the tall oil pitch as the starting material because it is 
known that the phytosterol-containing distilling fraction may be similarly obtained 
from tall oil pitch as shown by Harada et al ('537). The acidulation of the 
saponified tall oil pitch before the distillation is deemed to be obvious because it 
is known that phytosterol may be crystallized from a mixture of phytosterol and 
fatty acid, as taught by the reference to Eastman Kodak. The employment of the 
acidulation step is further obvious because it is known that phytosterol may be 
purified from fatty acids by optimization of the distillation conditions, i.e. 
temperature and pressure. Note Malik et al. The optimization of result effective 
parameters, i.e. temperature and time for saponification and temperature and 
vapor pressure for distillation, and the re-crystallization conditions, are 
considered to be within the skill of an artisan. Note In re Boesch and Slanev 
(CCPA) 204 USPQ 215. the employment of the various acids for acidulation is 
seen to be a selection from amongst equally suitable materials and, as such, 
obvious to a practitioner. Note Ex parte Winters 1 1 USPQ 2 nd 1387. A further 
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distillation of the phytosterol-containing fraction for purity, as recited in instant 
claim 22, is seen to be obvious since it is known that phytosterols may be purified 
through distillation. 

The references to Robinson et al (U.S. Patent 6,057,462) and Schersl 
(U.S. Patent 6,465,665) are both cited of interest. The references both teach 
processes of isolation of phytosterols from tall oil pitch that differ patentably from 
that recited and claimed herein. Note the Abstracts of each. Neither document is 
deemed to present a bar to the patentability of the instant claims. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Nathan M. Nutter whose telephone number is 
571-272-1076. The examiner can normally be reached on Monday-Friday 9:30 
am to 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, James J. Seidleck can be reached on 571-272-1078. The 
fax phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

Nathan M. Nutter 
Primary Examiner 
Art Unit 1711 
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